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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2aO This action is FINAL. 2b)E3 This action is non-final. 
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8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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10)D The drawing(s) filed on is/are: a)D accepted or b)d objected to by the Examiner. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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To aid in correlating any papers for this application, all further correspondence regarding this 
application should be directed to Technology Center 1600, Group 1640, Art Unit 1641. 

The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
5 using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, 

or with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated 
by the inventor of carrying out his invention. 

The specification is objected to under 35 U.S.C. § 1 12, first paragraph, as failing to provide 
an adequate written description of the invention, and failing to adequately teach how to make and/or 
10 use the invention, i.e. failing to provide an enabling disclosure. 

The specification is objected to and claims 1-7 are rejected under 35 U.S.C. § 112, first 
paragraph, as failing to provide an adequate written description of the invention and failing to 
provide an enabling disclosure, because the specification does not provide evidence that the claimed 
biological materials are: (1) known and readily available to the public; (2) reproducible from the 
15 written description; or, (3) deposited in compliance with the criteria set forth in 37 CFR §§ 1 .801- 
1.809. 

It is unclear if cell lines which produce antibodies having the exact chemical identity and 
properties of the antibodies designated 1 20G8 produced by the hybridoma PTA-4957 are known and 
publicly available, or can be reproducibly isolated without undue experimentation. Accordingly, 
20 filing of evidence of the reproducible production of the cell line and antibodies necessary to practice 
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the instant invention or filing of evidence of deposit is required. Without a publicly available deposit 
of the above cell line, one of skill in the art could not be assured of the ability to practice the 
invention as claimed. Exact replication of: the claimed cell line; the cell line which produces the 
chemically and functionally distinct antibodies claimed; and/or, the claimed antibody's amino acid 
5 or nucleic acid sequence is an unpredictable event. For example, very different V H chains can 
combine with the same V L chain to produce antibody binding sites with nearly the same size, shape, 
antigen specificity, and affinity. A similar phenomenon can also occur when different V H sequences 
combine with different V L sequences to produce antibodies with very similar properties. These 
observations indicate that divergent variable region sequences, both in and out of complementarity- 
10 determining regions, can be folded to form similar binding site contours, which result in similar 
immunochemical characteristics. Therefore, it would require undue experimentation to reproduce 
the claimed monoclonal antibody species chemically as produced by the hybridoma designated PTA- 
4957. A suitable deposit of the hybridoma would satisfy the enablement requirements of 35 U.S.C. 
§ 1 12, first paragraph. See the criteria set forth in 37 CFR §§ 1.801-1.809. 

15 If the deposits are made under the terms of the Budapest Treaty, then an affidavit or 

declaration by Applicant, or a statement by an attorney of record over his or her signature and 
registration number, stating that the specific biological materials have been deposited under the 
Budapest Treaty, that the biological materials will be irrevocably and without restriction or condition 
released to the public upon the issuance of a patent and that the biological materials will be replaced 

20 should they ever become non-viable, would satisfy the deposit requirement made herein. 
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Applicant is also reminded that information regarding the deposits, such as the name and 
address of the depository, in addition to the accession numbers of the deposits and the date(s) of the 
deposits, must be added to the specification by means of filing an amendment as required by 37 CFR 
§ 1.809(d). 

Claims 1, 2, 6 and 7 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed in vention, and which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to make and/or 
use the invention commensurate in scope with these claims. 

Moreover, claims 6 and 7 are further rejected under 35 U.S.C. 1 12, first paragraph, because 
the specification, while being enabling for binding of 120G8 antibodies to murine plasmacytoid 
dendritic cells, does not reasonably provide enablement for purifying or identifying plasmacytoid 
dendritic cells generally from any other animal species with a binding compound as claimed. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and use the invention commensurate in scope with these claims. 

The specification does not reasonably provide description of or enablement for any and every 
binding compound having the recited binding characteristics specific for an antigen of unknown 
structure other than antibody 120G8, produced by the hybridoma cell line deposited as PTA-4957, 
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specific for murine plasmacytoid dendritic cells. Applicant provides guidance only for the above 
noted monoclonal antibodies and provides no guidance as to what modifications or structure are 
important for the predictable function of any other monospecific antibody or binding compound. 
As set forth above, very different structures may be found on antibodies with the same specificity, 
5 and conversely, similar structure may be found on antibodies having different specificities. In the 
absence of any guidance other than to the use of the 120G8 antibodies, one would not know or be 
able to predict or envision what structure or modifications were important for function. Therefore, 
conception is not achieved until reduction to practice has occurred, regardless of the complexity or 
simplicity of the method of isolation. Adequate written description requires more than a mere 

1 0 statement that a molecule is part of the invention and a reference to a potential method of isolating 
it. The molecule itself is required. Furthermore, In The Reagents of the University of California 
v. Eli Lilly (43 USPQ2d 1398-1412), the court held that a generic statement which defines a genus 
of molecules by only their functional activity does not provide an adequate written description of the 
genus. The court indicated that although applicants are not required to disclose every species 

15 encompassed by a genus, the description of a genus is achieved by the recitation of a representative 
number of molecules falling within the scope of the claimed genus. Applicant is reminded that the 
written description provision of 35 USC 1 12 is severable from its enablement provision. However, 
in view of the guidance in the instant specification to a single species, the amount of experimentation 
required to determine functional structures or modifications for other usable species would also be 

20 undue. For example, as noted above, very different structures may be found on antibodies with the 
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same specificity, and conversely, similar structure may be found on antibodies having different 
specificities and one would not know, given the instant guidance and absent further unguided 
experimentation, what variable region changes would predictably function in the invention other than 
a binding compound possessing both the intact V H and V L chains of the 120G8 antibody. Note that 
5 an enabling disclosure for the preparation and use of only a few analogs of a product does not enable 
all possible analogs where the characteristics of the analogs are unpredictable. See Amgen Inc. v. 
Chugai Pharmaceutical Co. Ltd. (18 USPQ 2d 1027 (CAFC 1991)). 



The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
1 0 claiming the subject matter which the applicant regards as his invention. 

Claims 1-7 are rejected under 35 U.S.C. § 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

15 In claims 1, 2, 6, and 7, recitations of "the" binding characteristics, monoclonal antibody, and 

hybridoma lack antecedent basis. These claims are vague and indefinite because it is also unclear 
what characteristics are intended by applicant as encompassed. 

In claim 3, recitation of "the" hybridoma lacks antecedent basis. 

In claim 4, recitations of "the" monoclonal antibody and hybridoma lack antecedent basis. 
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In claim 5, recitation of 'The" hybridoma lacks antecedent basis. 

In claim 7, recitation of "the" presence lacks antecedent basis. The interrelationships of the 
components and steps of the method are not clear because it is not clear how antibody in the complex 
relates to the binding compound. 

5 The art made of record and not relied upon is considered pertinent to applicant's disclosure. 

Asselin-Paturel et ah (Journal of Immunology 171: 6466, December 2003) discloses the 
invention essentially as claimed. 

Nakano et al. (J. Exp. Med. 194: 1171, 2001) teach murine plasmacytoid dendritic cells. 

Any inquiry concerning this communication or earlier communications from the examiner 
10 should be directed to James L. Grun, Ph.D., whose telephone number is (571) 272-0821. The 
examiner can normally be reached on weekdays from 9 a.m. to 5 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Long Le, SPE, can be contacted at (571) 272-0823. 

The phone numbers for official facsimile transmitted communications to TC 1600, Group 
15 1640, are (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application, or requests to 
supply missing elements from Office communications, should be directed to the Group receptionist 
whose telephone number is (571) 272-1600. 





James L. Grun, Ph.D. 
June 25, 2004 



CHRISTOPHER L. CHIN 
PRIMARY EXAMINER 
GROUP 



